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I BACKGROUND 

The product, PERASAN® A (EPA Reg No. 63838-1 ), is an EPA -approved food contact 
surf ace disinfcctant'sanilizer for use on hard, non-porous surfaces. In a previous submission, the 
applicant requested an amendment to the registnttion of chis product to decrease the food contacl 
sanitizer dose from l oz of product per 5 gallons of ,,.,·ater to 1 oz of product per 6 gallons of 
water. This data submission is part of the requested final report (see Agency Jetter dated 
February 17, 2005) that the applicant must submit to not only confirm that the chosen neutralizer 
is effective and not toxic to the test organisms, but to also support the original stated amendment. 

Tlus data package contained three studies (MRID Nos. 465551-0I.465551-02 and 
46565-0 l ), Statements of No Confidentiality Claims for all studies. 5 copies of the proposed 
lahel. 

U USE DIRECTIONS 

The product is designed to be used for sanitizing precleaned surfaces such as equipment. 
pipelines, tanks, vats, filters , evaporators, pasturizers, and aseptic equjpment in daires, wineries, 
beverage and food processing/packing plants and eating establishments. The product is also 
dcsi!:,111ed to sanitize and disinfect floors, walls. and other hard non-porous surfaces such as 
tables, chairs, counterlops. bathroom fixtures, sinks, bed frames, shelves, racks, carts, 
refrigerators, coolers and other glass and stainless steel surfaces. Directions on the last accepted 
label (dated May 20. 2003) provide the following information preparation and use of the product 
as a food-contact surface sanitizer: Prior to sanitizing. remove gross food particles, then wash 
with a detergent solution, followed by a potable rinse. Sanitize with a concentration of 1.0 ounce 
PERASAN A dissolved in 5 gallons of water (0. l 6% v/v concentration, or 98 ppm active 
peroxyacetic acid) ... .. Use immersion. coarse spray or circulation techniques as appropriate to the 
equipment. All surfaces should be exposed to sanitizing solution for a period of at least 60 
seconds or more iJ specified by a governing code. Drain thoroughly and allow to air dry. Do not 
rinse. Use dilutions up to 2.0 oz of this product per 5 gallons of water (l97 ppm peroxyacetic 
acid) may be used. 

The directions also provide the following instructions for disinfection of poultry 
premises: For heavily soiled areas, a pre-cleaning step is required. Prepare a fresh solution for 
each use. Remove all poultry and feeds from premises, trucks, coops, crates. Remove all Jiter 
droppjngs from floors, walls, and surfaces of facilities occupied or traversed by 
poultry ... : n10roughly clean all surfaces \.\~th a detergent and rinse with water. Saturate surfaces 
with a 0. 16% ( 1.0 oz./5gal.) Solution of PERASAN A for a period of JO minutes. Thoroughly 
scrub treated feed racks .. ... rinse with potable ·water before use. 
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lll COMMENTS ON SUBMl TTED EFFICACY STUDIES 

J. MRJD #465551-01 "Modified EPA food Contact Sanitizer Test For Previously 
Cleaned Food-Contact Surfaces (AOAC Germicidal and Detergent Sanitizing 
Action of Disinfectant" by Daniel L Prince, Ph.D. Study conducted by Gibraltar 
Laboratory, Inc. Study completion date - May 12, 200S 

This study was conducted against Bacillus subtilis var. globigii (ATCC #49760), 
Byssochlamysfulva (ATCC #24474) and Aspergillus niger (ATCC# 16404). One lot 
(Lot No.35-411021) of product, Perasan, was tested using a modification of the AOAC 
Germicidal and Detergent Sanitizing Action of Disinfectant Test, as described in the 
AOAC Official Methods of A11alysis, 17th Editiott, 2000. Four mL of the test substance 
was added to 508 mL of 400ppm AOAC hard water (volume to volume) to equal 39 l 
ppm active and ten ml of test substance was added to 502 mL of 400 ppm AOAC hard 
water (volume to volume) to equal 977 ppm active. Next, 99 mL of water to be used in 
the test, containing bactericide at the concentration to be tested, was measured into sterile 
Erlenmeyer flasks and placed in a constant temperature bath until reaching 46± I .0C and 
60.±_ I .0C for2_ 20 minutes. One mL of culture suspension was added to each flask. 
Flasks were whirled. The suspension was added with tip of pipet slightly immersed in the 
test solution. For test samples, one mL of exposed culture was added to to neutralizer 
blank exactly 15 seconds after the addition of the suspension and mixed well immediately 
after transfer. One mL of exposed culture was transferred into 99ml of neutralization 
broth. The flask was shaken and one 90mL of aliquot ( dilution 10-z) and J 0mL aliquot 
(dilution 10-3) were membrane fi ltered through 0.45 micron membrane filters and plaled 
onto individual sterile petri dishes containing Trypticasc Soy Agar (bacteria) and 
Sabourand Dextrose Agar (molds). Controls included neutralization effectiveness. 
sterility, number control, neutrali:1..ation system toxicity. 

2. MRID #465551 -02 "Modified E PA food Contact Sanitizer Test For Previously 
Cleaned Food-Contact Surfaces (AOAC Gcrmjcidal and Detergent Sanitizing 
Action of Disinfectant" by Daniel L. Prince, Ph.D. Study conducted by Gibraltar 
Laboratory, Inc. Study completion date - April 2 t , 2004 

Tltis study 'vVas conducted against Salmonella choleraesuis (ATCC # I 0708), and Listeria 
monocywgenes (ATCC# 984). Two lots of product (one greater than 60 days o1d) (Lot No. 35-
411021 and 35-4 10152) of product, Perasan, was tested using a modification of the AOAC 
Germicidal and Detergent Sanitizing Action of Disinfectant Test, as described in the AOAC 
Official Methods of Analysis., 17th Edition, 2000. One mL of the test substance wa<; added to 767 
mL of 400ppm AOAC hard water (volume to volume) to equal 72.9 ppm active. 99 mL of water 
to be used in the test, containing bactericide at the concentration to be tested. was measured into 
sterile, 250 mL \Vidc-mouth Erlenmeyer flasks and placed in a constant temperature bath until it 
reached 25 2: 0.2C, for2_ 20 min. Duplicate germicide flasks were prepared for each germicide. 
A similar flask was also prepared containg 99 mL sterile phosphate buffer dilution 1120. One mL 
culture suspension was added to each test flask. The flac;ks was whirled. One mL portions of the 
exposed culture were added lo neutralizer blanks exactly 30 seconds and 60 seconds after the 



addilion of the suspension and mixed well immediately after transfer. The flask The flask was 
shaken and one 90mL of aliquot (dilution J 0·2) and lOmL aliquot (dilution 10-3) were membrane 
filtered through 0.45 micron membrane filters and plated onto individual sterile petri dishes 
containing Tryptic:ase Soy Agar (bacteria). Controls inc1uded neutralization effectiveness, 
sterility, number control, m:utrali:1.ation system toxicity. 

3. MRID# 46565-01, "AOAC Germicidal and Detergent Sanitizing Action of 
Disinfectant" by Daniel L. Prince. Ph.D. Study conducted by Gibraltar 
Laboratories, Inc. Study completion date - April 20, 2005 

This study was conducted against Staphylococcus aureus(ATCC #6538). and Escherichia 
coli (J\TCC# 11229). Three lots of product (one greater than 60 days olcl) (Lot No. 35•41 1021, 
35-410152, and 35-412131) of product~ Perasan, was tested using a modificalion of the AOAC 
Germicidal and Detergent Sanitizing Action of Disinfectant Test, as described in the AOAC 
Official Methods of Analysis, 17u. Edition, 2000. One mL of the test substance was added to 767 
ml of 400ppm AOAC hard water (volume to volume) to equal 72.9 ppm active. 99 mL of water 
to be used in the test, containing bactericide at the concentration to be tested, was measured into 
sterile, 250 mL wide-mouth Erlenmeyer flasks and placed in a constant temperature bath until it 
reached 25 ± 0.2C, for2_ 20 min. Duplicate germicide flasks were prepared for each germicide. 
A similar flask was also prepared containing 99 mL sterile phosphate buffer dilution II20. One 
mL culn1re suspension was added to each test flask. The flasks was whirled. One mL portions 
of the exposed culture were added to neutrali'.£er blanks exactly 30 seconds and 60 seconds after 
the addition of che suspension and mixed \Veil immediately after transfer. The flask The flask 
was shaken and one 90mL of aliquot (dilution 10·2) and I0mL aliquot (dilution 10·3) were 
membrane filtered through 0.45 micron membrane fillers and plated onto individual sterile petri 
dishes containing Trypticase Soy Agar (bacteria). Controls included neutralization 
effectiveness, sterility, number control, neutralization system toxicity. 

IV RESULTS 

Table 1: Calculaled Results for Aspergil/us n;ger (cfu/mL) 

Concentration Exposure ·1 est Average Mi1,T0b<:,; l\•ticrobes Log,., Percent 
lO J)(lffl ( \·Iv) Time Temperature Numl>eT Initial!)' Initially Reduction !{eduction 

Surviving Pttscnt Present 
(cru/mL) (cfu/mL) (Log,o) 

391 ppm 15 seconds 46C 3.J X JQl 4.0 X 101 7.6 4.11 >9999% 

15 seconds 60C 0 4.0, 101 7.6 7.6 >99.99% 

15 seeonds 46C 0 4.0 X 10' 7.6 7.6 >99.999'½, 

977 ppm 15 seconds 60C 0 4.0 X 101 7.6 7.6 >99.999% 



Table 2. Calculated Results for Bacillus suhti/is var. globiJ!ii (cfu/mL) 

Concentration E.xposurc Test Avera~,: Mlc:robes !'.•ficrobes l..og, Pcrocnt 
in ppm (v/v) Time ' I cmperulu.re Number Initially lniti lllly Reduction Reduction 

Sun+nng Present Present 
(cfulml) (cfulml.) ( I Alll .:,) 

391 ppm 15 seconds 46C TNTC 8.1 X 107 7.91 () >99.99% 

15 seconds 60C J.2 X l<f 8.1 X 107 7.91 3.83 >99.99% 

15 seconds 46C 0 8. 1 X 107 7.91 7.91 >99.999% 
977 ppm 

15 seconds 60C 0 8. lxl07 7.91 7.91 >99.999% 

Table 3. Calculated Resuhs for Byssochlamys fulva (cfu/mL 

Conocn!ration Exposure Tt:sl A\'crasi: Microbes Microbes Log,., Percent 
m ppm (v/v) Time rcmpenl.lllre Number lnitiall)' Initially Rcduct100 Reduction 

- Surviving 'Prtsi:nt Present 
(cfu.lmL) (cfu/ml.) (Log,e,) 

391 ppm 15 seconds 46C 0 l 7 x llr 6.23 6.23 >99. 999"/o 

15 seconds 60C 0 J.7 X 10~ 6.23 6.23 >99.999% 

15 si::conds 46C 0 l.7 X 10'' 6.23 6.23 >99.999% 
977 ppm 

15 seconds 60C 0 J.7 X 106 6.23 6.23 >99. 999"/o 

Table 4. Calculated Results for Salmonella choleraesui.~· (cfu/mL) 

fe:.1 Exposure Concentration Avt:rag,e Microbes Microbes Log,o rcrccnt 
Subswncc: Tirne in Number Initially lmtiully Reduction Reuuclion 

ppm (v/v) Sun•i~•ing f>n:~i:nl Pres.cm 
(cfw'rnI.) (cfu/mL) (Log,.) 

- PerasanA 
Lotl/35- 30 seconds 72.9 0 8.3 X 107 7.92 7.92 >99.999% 

411021 

Pcrasan A 7.92 
Lot/I 35· 30 s!X:onds 72.9 () 8.3" 107 7.92 :>99.999% 
-H0152 



·1 able 5. Calculated Results for Listeria monocytoJ.!enes (cfu/mL) 

Test ~xposurc ConccnlJUl.ion A•;cragc '1u:robcs Microbc1. Lo&,o Pcrccnl 
Substanc~ ·11me in }.;wnbcr lnitiuUy Initially Kctluction Reduction 

ppm (\Iv) Surl'i\·mg f>rc~<nt Pr=nt 
(cfw'ml) (~mL) (Log,.) 

Pcrasan J\ 

Lotln5- 30~econds 72.9 0 7.9 X 107 7.9 7.9 ">99.999% 

411021 

Pcr.i:;an /1. 
LOI# Jj- JO second:. 72.9 0 7.9 x 10' 7.9 7.9 >99.999% 
410152 

'l able 6. Calculated Rcsulls for Escherichia coli 'cfu/mL) 

h:St Expo~ure Conc.:ntrauon Average ~t,cmbcs Miciobcs l.og1,1 Perccn1 
Sub,lllnce Time in t-.umber lnmall>· Initially Rcducuon Reduction 

ppm tvlv) SUl'\'mng J>rcscnl Pn:l>Clll 
(.:fw'mL) (clwmL) (Logi,l 

Pera.son A 
1.01#35- 30 s~onds 72.9 0 8.9 X 107 1.95 7 95 >99999% 

411021 

Pc:rasan A 
l.ot't 35- 30 seconds 72.9 0 8.9 x 101 7.95 7.95 >99.999% 
41 0 152 

Pera.o;.an A 30 seconds 72.9 0 8 9, 107 7.95 7.95 >99.999'!,o 
l.ol 1'35-
o.112131 

1 bl 7 Cal a e cu ate es ts or tap ry ococcus aureus dR ul fi S h l ( fu/mL C ) 

Tes, 1-'xposurc Cooccntrouon Average Microbes Microbe~ Log" Percent 
Suh~lllllCC ·11mt in Number ln11mll} Initially ReduclJOll Reductmn 

ppm{v/v) Sun·,~•n!? Present Pn:sent 
(cfu/ml) (cfu/ml.) (J..os,J 

PcmsanA 
Lot#-35- 30 seconds 72.9 85 I.I )\ I OR 8.00 6.07 >99.999% 

4 I !021 

1•cras.m /\ 
Lot# 35. 30 seconds 72.9 79 I.IX JO• 8.00 6.10 >99.999% 
41 0152 

Pcra:;an /\ JO seconds 72.9 74 I.I X 101 8.00 6.13 >99.999% 
Lot 113:;. 
412131 
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V. CONCLUSIONS 

1. The submitted efficacy data (MRID 465551-01) does support the use of the product, Perasan 
A, as a food contact surface sanitizer/disinfectant when tested against Aspergillis niger, 
Byssochlamysfulvu, and Bacillus suhtilis var. niger, on hard, non-porous surfaces for a contact 
time of 15 seconds. 

2. The submitted efficacy data (MRID 465551-02) does support the use of the product, Perasan 
A, as a food contact surface sanitizer/disinfectant when tested against Salmonella choleraesuis, 
and Listeria monolytogenes, on hard non-porous surfaces for a contact time of 30 seconds. 

3. The submitt~d efficacy data (MRID 465651-0 I does support the use of the product, Perasan 
A, as a food contact surface sanitizer/disinfectant when tested against Szaphylococcus aureus, 
and Escherichia coli, on hard. non-porous surfaces for a contact time of 30 seconds. 

V1 RECOMMENDATIONS 

l. The label claims (as supported by MRID No. 465551-01) are acceptable regarding the use of 
the product, Perasan A as a food conLact surface sanitizer/disinfectant against Aspergil/is niger. 
Byssoch/amys fulva. and Bacillus subtilis var. niger, on hard, non-porous surfaces for a contact 
time of 15 seconds. 

2. The label claims (as supported by MRID No. 465551-02) are acceptable regarding the use of 
the product, Pcrasan A as a food contact surface sanitizer/disinfectant against Salmonella 
choleraesuis, and Listeria monoe,ytogenes, on hard, non-porous surfaces for a contact time of 30 
seconds. 

3. The label claims (as supported by MRID No. 465651-01) are acceptable regarding the use of 
the product, Perasan A, as a food contact surface sanitizer/disinfectant against Staphylococcus 
aureus, and Escherichia coli, on hard, non-porous surfaces for a contact time of 30 seconds. 




